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T3^B > STATUTORVP B «»FOR^V.8S E r TOE XP.R 6a MOH™,8,PROM 
Status 

I )E Responsive to communication(s) filed on 02December2002 . 

r-i -ru- ,■ nie nuAi 2b)IEl This action is non-final. 

Disposition of Claims 

4) g| Claim(s) 79-93 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 70-85 and 87-93 is/are rejected. 

7) E Claim(s) 86 is/are objected to. 

8) Q ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR .85(a). 

f lo Hnn is - a ^n approved b)D disapproved by the Examiner. 

I I )□ The proposed drawing correction filed on is. a)U approveu u,lj 

If approved, corrected drawings are required in reply to this Office action. 

12® The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13, D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)0 All b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3D Copies of the certified copies of the priority * ^ ^ ^ 

aoDlication from the International Bureau (PCT Rule 17.2(a)) 
*Seetheatta^ . . , Dlication) 

um Ac k now,edgment is made of a claim for domestic priority under 35 U.S.C. S 1 19(e) (to a prov.s.ona, app.icat.on). 

a) □ The translation of the foreign language provisional application has been recewed^ 
15)13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or . 

Attachment(s) Interview Summary (PTO-41 3) Paper No(s) • 

5) □ Notice of Informal Patent Application (PTO-152) 



1) [3 Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 



J INULIOC Ul uicmo^i-^" - ■ - 

3 Information Disclosure Statement(s) (PTO-1449) Paper No(s) S 



] Other: Notice to Comply . 
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Application/Control Number: 09/709,103 
Art Unit: 1636 

DETAILED ACTION 
Th,s ,s a F.rst Office Aot.cn on the Merits of the Application filed 8 November 2000 as a 
continuation of international application PCT/US99/10151 filed 7 May 1999 and clarmmg 
henef.tofU.S.Prov.sionalApphcatrons 60/084,842, filed 8 May 1998, and 60,103,355, filed 7 
October ,998. Receipt and entry of the preliminary amendment fried 8 November 2000 ts 
acknowledged. Tbrs Office Action ,s a response to the "Amendment and Response" filed 2 
December 2002 (Paper No. 15). All of the pending claims were canceled andnew claims 79-93 
were added in Paper No. 15. 

Election/Restrictions 

AppUcanfs electron of Group ., drrected to an isolated nuclerc acid molecule encoding an 
AGS protein and vector and host cell comprising said nucleic acid molecule, in Paper No. 1 5 is 
acknowledged. Because apphcant did not distinctly and specially pom, ou, the supposed 
errors in the reaction retirement, the election has been treated as an election without traverse 

(MPEP § 818.03(a)). 

Claims 79-93 are presently pending and under consideration. 

Sequence Compliance 
Th,s application contains sequence disclosures tha, are encompassed by .be definitions for 
nuclide and/or am.no acid fences set forth ,n 37 CFR ..SiHaXO and (a)(2). However, this 

forth on the attached Notice To Comply With Retirements For Patent Applications Containing 
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nucleotide Sec,ence And/Or Ammo Acid Sentence DisCosu.es. Apptican, .us, comply w.tn the 

35U.S.C. §§131 and 132. 

A response .o ,h,s office action mus. include a response .o .he Notice ,o Comply wth the 
Sequence Rules, 37 CFR , .821 - 1.825. Mure ,o comply «ft these reuurremen.s w,ll result ,n 
ABANDONMENT of the application under 37 CFR 1.821(g). Extensions of time maybe „b,a,„edby 

repiyrothe unders, g ned. Appl,ca„„s re.ues.ed.ore.un, a copy of the atiached Notice to Comp.ywith 

the reply. 

Oath/Declaration 

The oath or declaration ,s defective. A new oath or declaration in compliance w„h 37 
CFR 1 .67(a) identifying .hts application by application number and filing date is recurred. See 

MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

The priority claim to PCT/US99/10151 is improperly made under both 35 U.S.C. § 
1 19(a)-(d) and 35 U.S.C. § 120. Applicant should pro.de a substitute Declaration wherein 
priority to PCT/US99/10151 is claimed under 35 U.S.C. § 120 only. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 



pertains, 



,templated by the inventor of carrying out his invention. 
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Cairns 79, 80, 83 and 89-93 are rejected under 35 U.S.C. 112, firs, paragraph, because 
.hespccficat.on.whilebeingenabHngfcranisCa.ednuCe.cacidconrprisingnucleotides 
ha vi ng asc q ue„cewh 1 chencodcsa&n^act i va.orofGpro,c,ns Ig nali„ g ( A GS)pro,e,n 

sequence set forth as SEQ ID NO:2, does not reasonably provide enablement for nucleic acid 
ntCeculesencodtn.non.functtona.AGSprotcns. The specficatton does not enable anyperson 

ski „ed in the ar, to which it pertams, or with which ,t ts most nearhy connected, to use the 
invention commensurate in scope with these claims. 

There are many factors to be cons.dered when determmin g whether there is sufficient 
evidence to support a determmation , ha, a d.sclosure does no, sahsfy the enab.ement recrement 

and whe,her any necessary expectation ,s "undue. These fac.ors mdude, hu, are no, 
„ m ited,o:(a),henatureofthe 1 nve„, 1 o„;,b)«hebreadthofthecla 1 ms;(c,,hes,ateofthepnor 

art;(d) the amount of d.rect.on prov.ded by the inventor; (e) the existence of working examples; 

(f) the re.at.ve skill of those ,„ the art; (g) whether the quantity of expenmentahon needed to 

makeoruse the invention based on the content of the d.sclosure is "undue"; and (h> the , eve, of 

predictability in the art (MPEP 2164.01 (a)). 

Nature of.ke pennon: The Cairns are dtrected to an .solated nucle.c acid molecule 
encodmgapolypeptide comprising an am.no acid sequence tha, is a, leas, 98% homo,o g ous a 
polypeptide sequence se, forth ,n ,he disclosure. Claims are further d.reced ,o a vecor, hos, cell 
and method of using said nuele.c acd molecule to produce the polypeptide. 
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BreaM of the Cains: The claims are limited on.y to a nucleic acds encoding a 
p oly pep«,dehavi„gadef,ned structural characteristic and thus encompass polypeptides that are 
non-functional or have functions that are no. disdosed in the specification or prior art. 

foranyand all polypeptides having structural sim.lanty to a protein of known fttnctton, or 
m cle,ac,dse„cod,ng,hose P o,ypep,ides. In order to use a molecule without firs, engaging 
u nd»eexper, m e„«atio„,thes kl nedart,sa nm u 5 «haveateaehin g ofthe f unc tl onofthat m o,ecule 

orate ^ngofh< Wto di™ f ^^^^^ Toto «^^ to ^ 

are directed to po,ynuc,eotides encoding polypeptides that do not have the taction of an AGS, 

have or how they might be used. 

Am oun,ofa-irect i0 n P ro^*ein^ 
specification, beginning „npage4. and continued through page 66, teaches that a nucleic acd 
encoding an AGS polypeptide can be used to express said AGSpotypept.de and further teaches a 
vanetyofusesforpoiypeptide having the function of an AGS. The examples additionally teach 
methodsoftestingpolypeptidesforAGS taction. However, the disclosure does no, teach how 
toU seapol y pe P tide,ornuc,eicac,dencod,nga P o,ypep,,de, that does not taction as an AGS. 

QmntU y of mentation neecM ,0 ,nate or use tke ^Uio, In the absence of any 
teaching ,n the specification or prior art regarding how one might use a nucleic acd encoding a 
polypeptide having 98% homology with an AGS protein wherein the polypeptide does not 
taction as an AGS, the skilled artisan would have to engage in trial and error experimentation to 
divine a real world utility for the protein of unknown function. As the vast majority of such 
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pro ,eins would have no function at all, the skiHed artisan wou.d have to tes, a large poo, of 

of an AGS. The amount of expenntentat.cn reared wouM clearly be beyond what ,s routine in 

the art. 

Claim Rejections -35USC§102 

The following is a quotation of the appropnate paragraphs of 35 U.S.C. 102 that fonn the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in ap^^^^ 

States before the invents thereof by the app hcantt or patent ^ ^ the invention 

has fulfilled the requirements of paragraphs (1), (2), and (4) ot sect.on K) 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the Amencan Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and H,gh Technology Technic* Amendments Act of 2002 
do no, apply when the reference is a U.S. patent resulting directly or md.rectly from an 
international application tiled before November 29. 2000. Therefore, the prior an date of the 
reference ,s determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

Clatms 79-85 and 87-92 are rejected under 35 U.S.C. 102(e) as being anticipated by Yen 
(2002) U.S. Patent No. 6,462,177. 

Yen teaches an isolated nucletc acid comprising a sequence that encodes an AGS protein 
having an amino acid sequence that is 100% homologous to the sequence set forth as SEQ ID 
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N0:2 according «o the tso.a.ed nucleic acds of claims 79-84 (see resul, 1 of .he sequence 
ahgnment labeled us-09-709-103-2.p2n.rni attached to the Cation). As the polypept.de encoded 
by the nucleic acid of Yen ,s idenfal to the po,ypep.,de of SEQ ID NO:2, the functional 
, im i,at,on set forth in claims 82 and 87 (,e. act.va.es G pro.ein-coupled s.gnal transduction in a 
G protein- coupled receptor independent manner) is inherent to the polypeptide. Further, me 
nucletc ac.d of Yen ts a human nuc.e.c acid according to claims 83 and 88, and encodes me same 
AGS protetn encoded by the sequences set forth as SEQ ID NO:l and 3 (,e. the polypeptide se. 
forth as SEQ ID NO:2) according to claim 84, whtch nucleic ac.d has a sequence as se. forth tn 
SEQ ID NO:l accordmg to claim 85 (see especially result 1 of the ahgnmcn. labeled us-09-709- 
103-1 .mi). 

In Example 2, beginning column 21, Yen teaches a vector comprising the nucle.c acid 
desenbed above, wh.ch vector is a recomb.nant expression vector, a host cell con.ah.ing sa.d 
vector, and a method for producng an AGS prote.n compnsing cul.unng satd host cell in a 
sutable medium. These teachings anticipate claims 89, 90, 9! and 92 respectively. 

The nucleic acid, vector, host cell and method taught by Yen are the same as those taught 
in the ms.ant application; therefore, the Imitations of the claims arc met by Yen. 

Allowable Subject Matter 

Claim 86 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form. 



Conclusion 
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r earlier communications from the 



Any inquiry concerning this communication or e 
examiner should be directed «o Dame! M SulHvan whose telephone number is 703-305-4448. 
The examiner can normally be reached on Monday through Friday 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, Ph.D. can be reached on 703-305-1998. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-746-9105 for regular 
communications and 703-746-9105 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



dms 

February 11,2003 




S5SS» 



PRIMARY 



